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DETAILED ACTION 
Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 13-24 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 13 recites "A method of growth" which is indefinite. This is considered a 
typographical error and is interpreted as "a method of inhibiting growth" for examination 
purposes. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claims 1, 8-13, 20-26, 30-34, 45-48 and 74-76 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Pfirrmann et al (5,593,665) in view of 
Morrissey et al (WO 9852572). 

Pfirrmann teaches products containing tumor necrosis factor (TNF), and 
taurolidine and/or taurultam as a combined preparation for simultaneous, separate or 
sequential use for treatment of patients suffering from medical conditions mediated by 
TNF (see abstract). Pfirrmann discloses that the antibacterial compounds taurolidine 
and taurultam are significantly effective in reducing the toxicity and side effects of TNF. 
The findings show that taurolidine and taurultam do not inhibit the antitumour effect of 
TNF, but, in fact, augment such cytotoxicity. Also taurolidine and taurultam do not have 
significant cytotoxic effects against normal cells and may thus be safely used in 
combination with TNF in combating tumors (col. 1 , line 58 to col. 2, line 45). 

Pfirrmann teaches that other agents known to be involved in tumor metabolism 
may also advantageously be co-administered in conjunction with the said therapy. Such 
agents include gamma-interferon, interlukin-1, and interlukin-2, cytotoxic agents such as 
adriamycine and actinomycine (col. 2, 46-51). Pfirrmann lacks teachings on the 
methods of treating tumors. 

Morrissey teaches the use of taurolidine for treatment of leukemia through the 
induction of apoptosis in leukemia cells. Taurolidine is administered by injection in 
solution to afflicted patients in an amount effective to cause apoptosis of monocytic 
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and/or myeloid cells. The cells involved in the monocytic or myeloid leukemia disease 
are thus attacked and die via apoptosis (page 12 lines 1-8). 

Morrissey teaches the effects of taurolidine on cell viabillity and growth rates, 
where apoptosis is a controlled form of cell death characterized by the fact that neither 
parent cells nor apoptotic bodies become membrane-permeable. Also it was found that 
taurolidine causes apoptosis rather than necrosis of leukemia cells (page 22, lines 4- 
11). 

It would have been obvious to a person of ordinary skill at the time the invention 
was made to have modified the teachings of Pfirrmann on the use of taurolidine and 
taurultam in treating tumors, by adding the method of treatments as taught by 
Morrissey, because of the expectations of treating patients in need of such treatments 
with the most effective medications and the least possible amount of side effects. 

Claims 2-7, 14-19, 27-29, 35-44, 49-51 and 74-76 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Pfirrmann et al (5,593,665) in view of 
Morrissey et al (WO 9852572) as applied to claims 1 , 8-13, 20-24 and 45-47 above, and 
further in view of Samid (5,661,179). 

Pfirrmann and Morrissey were discussed above. The combined references lack 
specific teachings on treating the various types of tumors. 

Samid teaches methods for treating neoplastic conditions using phenylacetic acid 
and a method of treating a method of monitoring the bioavailability of a compound for 
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treatment of a pathology not associated with hemoglobin. The method comprises 
administering to a subject the compound and measuring the level of hemoglobin TGF- 
beta 2, IL-6 or TGF -alpha. Also disclosed is method of treating neoplastic condition in 
cells resistant to radiation and chemotherapy, specifically, the multiple drug resistant 
cells (col. 3, lines 34-42). 

Samid teaches methods of treating malignant conditions such as prostatic 
cancer, melanoma, brain tumors, glioma, astrocytoma, Kaposi's sarcoma, lung 
adenocarcinoma, leukemia, myelodisplasia, etc (col. 7, lines 29-43). 

It would have been obvious to a person of ordinary skill at the time the invention 
was made to have modified the combined teachings of Pfirrmann and Morrissey by 
substituting phenylacetate of Samid with taurolidine and/or taurultam, with a reasonable 
expectations of successfully producing compositions and methods of treatment for 
various tumors. 

Claims 1-51 and 74-76 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Monson (WO 9200743). 

Monson teaches methods of treatment or prophylaxis of tumours in mammalian 
subjects wherein an effective dose of taurolidine and/or taurultam is administered to a 
mammalian subject suffering from or at risk to tumor growth (page 1, lines 18-22). 

Monson discloses that taurolidine and taurultam may be administered 
systemically, i.e. by injection or infusion, or by direct application, e.g. topically, to 
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external tumors. Suitable formulation for injection or infusion may comprise an isotonic 
solution containing one or more solubilising agentsin order to provide solutions of 
increased taurolidine or taurultam concentration (page 2, 2 nd and 3 rd paragraphs). 

Monson teaches that other agents known to be involved in tumor metabolism 
may also advantageously be co-administered in conjunction with the said formulation. 
Such agents include interiukins, gamma-interferon, etc. Cytotoxic agents such as 
adriamycin and actinomycin D may be co-administered. The tumors to be treated may 
be of any type, including lymphomas, sarcomas, melanomas and carcinomas. It is 
particularly beneficial to use taurolidine and/or taurultam prevent the spread of 
metastases, especially following surgical removal of tumors. The mammalian subjects 
are typically humans (page 3, lines 1-23). 

Although Monson does not specifically teach treatment or inhibition of growth of 
various tumors, it does disclose that taurolidine and/or taurultam may treat ant type of 
tumor. Therefore it would have been obvious to a person of ordinary skill in the art at the 
time the invention was made to have modified Monson's teachings by branching off 
methods of treatment, prophylaxis and types of tumors. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
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Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Claims 52-73 are rejected under 35 U.S.C. 101 as claiming the same invention 
as that of claims 1-22 of prior U.S. Patent No 6,429,224. This is a double patenting 
rejection. 

Claim 77 is rejected under 35 U.S.C. 101 as claiming the same invention as that 
of claim 20 of prior U.S. Patent No. 6,703,413. This is a double patenting rejection. 



The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 11 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1 , 8-13, 20-26, 30-34, 45-48 and 74-76 are rejected under the judicially 
created doctrine of obviousness-type double patenting as being unpatentable over 
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claims 1-19 of U.S. Patent No. 6,703,413. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because claims 1 , 8-1 3, 20- 
26, 30-34, 45-48 and 74-76 are generic to all that is recited in claims 1-19 of U.S. Patent 
No. 6,703,413. That is, claims 1-19 of U.S. Patent No. 6,703,413 fall entirely within the 
scope of claims 1 , 8-13, 20-26, 30-34, 45-48 and 74-76 or, in other words, claims 1 , 8- 
13, 20-26, 30-34, 45-48 and 74-76 are anticipated by claims 1-19 of U.S. Patent No. 
6,703,413. Specifically instant claims are drawn to a method of inhibiting growth of 
tumor cells or a method of killing a tumor cell comprising administering a composition 
comprising taurolidine, taurultam or a biologically active derivative thereof. These are 
the same limitations set forth in claims of U.S. Patent No. 6,703,413. 

Claims 1-77 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-43 of U.S. Patent No. 
6,995,164. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because claims 1-77 are generic to all that is recited in claims 
1-43 of U.S. Patent No. 6,995,164. That is, claims 1-43 of U.S. Patent No. 6,995,164 fall 
entirely within the scope of claims 1-77 or, in other words, claims 1-77 are anticipated 
by claims 1-43 of U.S. Patent No. 6,995,164. Specifically, instant claims are drawn to a 
method of inhibiting growth of tumor cells or a method of killing a tumor cell comprising 
administering a composition comprising taurolidine, taurultam or a biologically active 
derivative thereof. These are the same limitations set forth in claims of U.S. Patent No. 
6,995,164. 
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Claims 71-72 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-2 of U.S. Patent No. 
6,812,251 . Although the conflicting claims are not identical, they are not patentably 
distinct from each other because claims 71-72 are generic to all that is recited in claims 
1-2 of U.S. Patent No. 6,812,251 . That is, claims 1-2 of U.S. Patent No. 6,812,251 fall 
entirely within the scope of claims 71-72 or, in other words, claims 71-72 are anticipated 
by claims 1-2 of U.S. Patent No. 6,812,251 . Specifically, instant claims are drawn to a 
method of inhibiting growth of tumor cells or a method of killing a tumor cell comprising 
administering a composition comprising taurolidine, taurultam or a biologically active 
derivative thereof. These are the same limitations set forth in claims of U.S. Patent No. 
6,812,251. 

Claims 1-77 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-28 of 
copending Application No. 10/980,359. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because claims 1-77 are generic to all 
that is recited in claims 1-28 of the copending application 10/980,359. In other words 
claims 1-77 are anticipated by claims 1-28 of the copending application 10/980,359. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Claims 1-77 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-20 of 
copending Application No. 11/350,313. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because claims 1-77 are generic to all 
that is recited in claims 1-20 of the copending application 1 1/350,313. In other words 
claims 1-77 are anticipated by claims 1-20 of the copending application 11/350,313. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mina Haghighatian whose telephone number is 571- 
272-0615. The examiner can normally be reached on core office hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Mina Haghighatian 
June 22, 2006 




Johajnn Richter, Ph.D. Esq. 
"Supervisory Patent Examiner 
Technology Center 1600 



